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  داءـــالإه
ّازحه ضعفُ ّآىظ ّحشتُ ّأجعل القبر زحٔنا بُ ّالتراب خفٔفا علُٔ ٓا ٓازب أىس قبر أبٕ 
الله ضلنُ مً كل شئ ٓؤذٓ٘ ّأجعل قبرِ زّض٘ مً زٓاض الجي٘ اللَه ّأدخلُ الجي٘ بػير 
 حطاب بسحمتم ٓا أزحه الساحمين
 إلى كل مً في الْجْد بعد الله ّزضْلُ –الصبر ّالتفاؤل ّالأمل  عإلى ٓيبْ
إلى مً ازضعتني الحب ّالحياٌ إلى زمص الحب ّبلطه  –ٕ ّملاذٖ بعد الله إلى ضيدٖ ّقْت
 إلى القلب الياصع بالبٔاض –الشفاء 
 ،،،ّشّجتٙ ّابيتي ،،، ّالدتٕ الحبٔب٘ 
 إلى مً علنْىٕ عله الحٔاٗ –إلى مً أثسّىٕ علٙ ىفطَه 
أظَس إلى ما ٍْ أجمل مً الحٔاٗ أخْاىٕ إلى مً كاىا ملاذٖ ّملجئ إلى مً ترّقت معَه أجمل 
ّمً  –اللحظات إلى مً ضتأفتقدٍه ّأتميٙ أٌ ٓفتقدّىٕ إلى مً جعلَه الله أخْتٕ بالله 
 إلى مً ندنع بين ضعادتٕ ّحصىٕ التطبٔقّٔ٘ ٘البحتعلْو الأحبتَه بالله طلاب قطه 
 ه ّّداعَه ّنحً نخطْ خطْتيا الأّلى في غناز الحٔاٗ.فْاجب علٔيا شلسٍ
ّنخص بالجصٓل الشلس ّالعسفاٌ إلى كل كه أشعل شمع٘ في دزّب عنليا ّإلى مً ّقف علٙ 
٘ البحتالميابس ّاعطٙ مً حصٔل٘ فلسٗ لٔيير دزبيا إلى الاضتاذٗ اللساو في قطه العلْو 
  البتطبٔقّٔ٘
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 الشكر والعرفان
 العلٕ القدٓس الرٖ بيعنتُ أعاىيا علٙ إتماو ٍرا العنلاشلس الله 
التي قدمت لٕ ٍرِ الفسص٘  جامع٘ أفسٓقٔا العالمٔ٘الشلس ّالتقدٓس لإدازٗ 
  لئل ٍرِ الدزج٘ العلنٔ٘، 
التي قدمت ليا كْكب٘ ىيرٗ  التطبٔق٘البحت٘ ّ العلْوّأخص بالشلس إدازٗ كلٔ٘ 
ّٓسفع مً شأىيا  ٕمً الأضاترٗ ّلم ٓبخلْا ْٓما علٔيا في تقدٓه كل ما ٓعل
العلنٕ أخصَه بالشلس ّالتقدٓس جمٔعا، كنا لا ٓفْتني اٌ أشلس كل مْظفٕ 
 ّكرلم العاملين بَا،  الدزاضات العلٔاكلٔ٘ 
 الجامعّ٘شلسٖ ّتقدٓسٖ أٓضا الٕ ملتب٘ 
ّمْظفَٔا الرًٓ المحدّدٗ ضْداٌ للادّٓ٘ شيقَاٖ شسك٘ ّأخص بالشلس أٓضا 
 التي ضاعدتني في إتماو ٍرا العنلقدمْا لٕ كل المعلْمات اللافٔ٘ 
ٖ قدو لٕ كل الدعه رال محندآدو مْضٙ  /ّافس شلسٖ ّتقدٓسٖ للدكتْز
مً  ُلليمكل ما  نيعطٔٓبخل علٙ بأٖ معلْم٘ بل كاٌ دائنا ّٓالتْجُٔ ّلم 
 علْمات، لم مني كل الشلس ّالتقدٓس ّالاحتراو.الم
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ABSTRACT 
To validate the holding time of Comether (Artemether & Lumfantrine) 
tablets 20/120 mg prepackaged in quarantine area under the prevailing 
conditions. Comether (Artemether & Lumfantrine) tablets 20/120 mg 
were subjected to hold time study at Initial, 30
th
 , 45
th
 , 60
th
  and 90
th
  
days. The stored uncoated tablets were evaluated for the intact drug in the 
formula, and compatibility of the drug with the formulated excipient 
analyzed to determine the content uniformity (%) and other parameters 
which were compared with the pharmacopoeia limits. After storage of 
those uncoated tablets at different time intervals i.e. at Initial, 30
th
,45
th
, 
60
th
  and 90
th
  days it was ensured that the holding time of Comether 
(Artemether & Lumfantrine) tablets 20/120 mg prepackaged in 
quarantine area is within the limits of acceptance criteria. From the data it 
is concluded that the uncoated tablets of Comether (Artemether & 
Lumfantrine) tablets 20/120 mg can be stored upto 90th day. Therefore, 
extremely accurate hold-time data were obtained. In light of this data the 
correct trends in hold-time study as a function of storage period for 
Comether (Artemether & Lumfantrine) tablets 20/120 mg uncoated 
tablets can be established. 
Key words: Comether (Artemether & Lumfantrine) tablets 20/120 mg; 
Content Uniformity; Pharmacopoeia limits. 
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Chapter one 
 
1. Introduction:- 
Hold time can be considered as the established time period for which 
materials (dispensed raw materials, intermediates and bulk dosage form 
awaiting final packaging) may be held under specified conditions and will 
remain within the defined specifications. 
Hold-time studies establish the time limits for holding the materials at 
different stages of production to ensure that the quality of the product 
does not give results outside the acceptance criteria during the hold time.  
The design of the study should reflect the holding time at each stage. 
Hold times should normally be determined prior to marketing of a 
product. The risk assessment of changes in processes, equipment, storage 
conditions, starting or packaging materials should include an assessment 
of whether further hold-time studies should be performed.  
Hold-time studies may be included during development on pilot-scale 
batches or during scale-up, and should be confirmed during process 
validation of commercial-scale processing. Further data can also be 
collected as part of an investigation of a deviation that occurred during 
manufacture. 
Manufacturers may use a flow chart to review the manufacturing 
procedure for a product and then break up the critical stages of the 
manufacturing process on the basis of the time period required for the 
particular storage and processing stages, typical pauses in the 
manufacturing campaign, and the potential impact of storage with 
reference to environmental and storage conditions. 
 
